[client logo]

      
[client name] – Validation Protocol

  VP XX  Cleanroom Capacity Validation

	
	Name
	Signature
	Date

	Prepared By:
	
	
	

	Reviewed By:
	
	
	

	Authorised By:
	
	
	


1 Purpose / Rationale / Scope 

The purpose of this validation is to establish the maximum number of personnel that can be present within state cleanroom while maintaining the environmental conditions within specified limits.
State why this is being performed e.g. re-validation, following renovations

2 Responsibilities 
	Position
	Responsibilities

	Operator(s)
	To perform the validation as stated in this protocol

	Production Manager or delegate
	To approve or reject the validation based on the results obtained.

	Quality Manager or delegate
	To approve the content of this Validation Protocol


3 Equipment & Supplies

	Equipment/Supplies
	Suitability for Use

	Cleanroom
	Clean and differential pressure ≥ 15kPa

	Class II BSC
	Clean and set to RUN mode; pressure gauge reading within acceptable range.

	Air Sampling Device
	Clean and within calibration

	Particle Monitoring Device
	Clean and within calibration

	TSA Plates
	Within expiration date


4 Reference / Standards
4.1 References
insert list of referenced documents here
5 Additional Information

5.1 Abbreviations
5.1.1 BSC – Biological Safety Cabinet

5.1.2 BMS - Building Management System

5.1.3 TSA – Tryptone Soy Agar
6 Validation Process
6.1 This validation is designed to establish the maximum number of operators that can be present within an operational cleanroom without exceeding the stated environmental monitoring limits.  It is not designed to qualify the operators for working in a cleanroom environment.
6.2 Three consecutive successful validation processes must be performed:

6.2.1 For initial qualification of a cleanroom’s maximum operator capacity.
6.2.2 Upon, and following implementation of major changes in gowning and cleanroom entry/exit procedures.
6.2.3 Following renovations in which the cleanroom dimensions or the positions of the inlets/exhausts have been altered. 
6.2.4 Upon addition of large equipment to the cleanroom, such as a BSC. 
6.3 Re-validations are to be performed annually.  They must be performed with the same number of operators as used in the initial qualification. Only one successful validation process is required to re-validate the cleanroom’s operator capacity. If the validation does not meet acceptance criteria advice must be sought from the Production Manager and Quality Manager.
6.4 A process is deemed to be successful if all environmental monitoring samples and BMS requirements meet acceptance criteria. 

6.5 Critical Process Parameters

6.5.1 All operators used in this validation must have been assessed as competent in aseptic gowning:  Refer to  Validation of Aseptic Gowning Procedures SOP 
6.6 Key Variables

6.6.1 N/A
6.7 Sampling Plan

6.7.1 All samples are to be collected as described in Section 8.
6.8 Testing Requirements

6.8.1 TSA Plates are to be tested for microbial growth according to Environmental monitoring SOP 
6.9 OH&S Considerations
6.9.1 None
7 Methods
7.1 Determine the anticipated maximum number of operators likely to be present in the cleanroom during open processing plus one additional operator (observer).  This is the starting number of operators for the validation.

7.2 Preventative maintenance for the room air handling and all major items of cleanroom equipment must be within the documented expiry date.
7.3 Ensure all equipment to be used is clean and, where applicable, within calibration. Record the date of the previous clean on [client doc number] Client Form. This form is to be used to document the environmental monitoring performed during the validation.
8 Capacity Validation Procedure

8.1 All operators are to gown as per the relevant facility gowning procedures. 
8.2 Record time of cleanroom entry on [client doc number]Client Form.
8.3 The operators are to mimic the movements performed during a routine long procedure. This includes simulating activities taking place within the BSC/s and using other equipment within the cleanroom. 
8.4 Air sampling and particle monitoring is to be performed in the locations shown in the table below. Monitoring locations are also specified on [client doc number] Client Form. 
	Cleanrooms
	Air Sampling
	Particle Monitoring

	[Client name]:

   - TC1

   - TC2

   - Clean Contained TC
	2 samples:

1 x inside BSC

1 x outside BSC, ≤ 1m from front
	2 samples:

1 x inside BSC

1 x outside BSC, ≤ 1m from front

	[Client name]
	6 samples:

1 x inside each BSC  

1 x outside each BSC, ≤1m from front 
	6 samples:

1 x inside each BSC

1 x outside each BSC, ≤1m from front  


8.5 Operators are to move around the room normally during the sampling period.

8.6 The main cleanroom door is to be opened at least twice during the sampling period. Record door opening times and duration on [client doc number] Client Form.
8.7 Operators are to remain within the cleanroom for 30 minutes or until all environmental monitoring has been completed – whichever is longer.
8.8 Once complete, all operators are to exit the cleanroom and degown. Record time of cleanroom exit on [client doc number] Client Form.

8.9 TSA plates used for air sampling are to be transferred to the relevant location for incubation and/or analysis. Refer to [client doc number]Environmental Monitoring SOP. A positive control should be incubated along with the sample plates. The positive control involves challenging the TSA with a known quantity of test organisms. Refer to SOP
8.10 Refer to the BMS and obtain the minimum and maximum temperature, humidity and differential pressure readings for the period of the validation process. 
8.11 All results obtained from environmental monitoring and obtained from the BMS are to be recorded on [client doc number] Client form.
8.12 If the cleanroom has not been previously validated for operator capacity, or if any of the other scenarios described in section 6.2 apply, then this procedure (section 8) must be performed a further two times with the same number of operators.
9 Acceptance Criteria
9.1 Air sample results within acceptable operational limits as per [client doc number] Environmental Monitoring SOP
9.2 Particle counts within specified limits for an ‘operational’ cleanroom as per [client doc number]Environmental Monitoring SOP.
9.3 Pressure differential between the cleanroom and associate ante-room must be maintained at or above 15kPa for the entire validation process period, with the exception of door opening times. Temperature and humidity measurements are not critical environmental parameters and therefore are recorded for information only.
10 Quarantine & Release Requirements

10.1 If the air sample and/or particle monitoring results for a given room exceed the stated maximum acceptance limit, the validation is to be repeated with one less operator present in the cleanroom.  This is to be repeated until the maximum allowable capacity has been established.
10.2 If the established maximum operator capacity is found to be lower than the minimum number of operators required to perform a particular task, the following should be considered:

10.2.1 Can the procedure be performed in an alternative cleanroom?
10.2.2 Can the procedure be performed with fewer operators present in the room?  For example, is it possible for some operators remain in ancillary support areas for QC tasks?

10.2.3 Are the cleanroom garments and/or the gowning procedure appropriate for the grade of room being validated?
10.2.4 For a high particulate count, can the number of room air changes be increased to lower the particulate count? Or, can equipment be moved to improve air flows and reduce dead zones? 
10.2.5 For a high viable count, can practices be modified to further reduce any ingress of contaminants?
10.3 If pressure differentials did not meet the acceptance criteria then adjustments to the air handling system will be required before the validation process can be repeated.  
11 Management of Deviations & Problems

11.1 Any non-conformance to the protocol must be communicated to the Production Manager and Quality Manager and recorded and discussed in the Validation Report.  
11.2 Non-conformance/s will be assessed by the Quality Manager as part of the review of the Validation Report.

12 Implementation Plan
12.1 Once the maximum number of personnel has been established, the validation can be closed out by the Quality Manager.
12.2 The validated maximum operator capacity of the cleanroom whilst in an operational state is not to be exceeded.  If there is a later requirement for additional personnel to be present in the cleanroom, that room must be re-validated for the new capacity prior to commencing work in that room.
13 Changes to Previous Version
New document
14 End of document
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